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DETAILED ACTION 

Claims 1-9, 12-14, 18-20, 27, 28, 30 and 31 are pending in this application and 
were examined on their merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

At the outset, the Examiner withdraws the finality of the last action and re-opens 
prosecution with the current Office Action on the merits. 

The rejection of Claim 1 under 35 U.S.C. § 102(b) as being anticipated by Larner 
et al. (US 5,750,348) has been withdrawn due to the Applicant's amendments to the 
claims filed 04/27/07. 

The rejection of Claims 1-5 under 35 U.S.C. § 103(a) as being unpatentable over 
Larner et al. (US 5,750,348) in view of Ashizawa et al. (2000) has been withdrawn due 
to the Applicant's amendments to the claims filed 04/27/07. 
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The rejection of Claims 1-7,19, 20, 27 and 28 under 35 U.S.C. § 103(a) as being 
unpatentable over Lamer era/. (US 5,750,348) in view of Ashizawa et al. (2000) and 
further in view of Tazoe et al. (US 6,309,852) has been withdrawn due to the Applicant's 
amendments to the claims filed 04/27/07. 



The rejection of Claims 1-9, 18-20, 27 and 28 under 35 U.S.C. § 103(a) as being 
unpatentable over Larner etal. (US 5,750,348) in view of Ashizawa etal. (2000), Tazoe 
et al. (US 6,309,852) and further in view of Kozuma et al. (US 6,046,018) has been 
withdrawn due to the Applicant's amendments to the claims filed 04/27/07. 

Response to Arguments 



Applicant's arguments, see Remarks, filed 04/27/07, with respect to the 
rejection(s) of claim(s) 1-9, 12-14, 18-20, 27 and 28 under 35 U.S.C. § 102(b) and 
103(a) have been fully considered and are persuasive. Therefore, the rejection has 
been withdrawn. However, upon further consideration, a new ground(s) of rejection is 
made in view of Takatsuma et al. (JPO 2001 190299A). 
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Claim Rejections - 35 USC § 102 



Claims 1-5, 8, 9, 14, 30 and 31 are newly rejected under 35 U.S.C. 102(b) as 
being anticipated by Takatsuma era/. (JPO 2001190299A). 



Takatsuma et al. teaches a method for detecting an insulin secretory defect or 
impaired glucose tolerance in a subject by providing urine samples from a subject, 
wherein the samples are obtained before and after a glucose load; quantitatively 
determining the glucose (glucose ll-HA) and myo-inositol in the samples using 
myoinositol dehydrogenase enzymatic cycling method wherein thio-NAD is used as a 
coenzyme at a concentration of 2mM and determining that the subject has an impaired 
glucose tolerance (IFG, IGT) or insulin secretory defect (diabetes mellitus) based on the 
concentration of myo-inositol in the samples being at or higher than a characteristic 
value, and a method for detecting an insulin secretory defect or impaired glucose 
tolerance in a subject by providing blood samples from a subject (Pgs. 17 and 18, 
Paragraph [0113], Pgs. 19 and 20, Paragraphs [0120], [0121] and [0124]). 

Takatsuma et al. teaches the elimination of glucose using Hexokinase II )ATP 
hexokinase) prior to determination of myoinositol (PG. 15, Paragraph [0099]). 
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Claim Rejections - 35 (JSC § 103 



Claims 1-9, 14, 18-20, 27, 28, 30 and 31 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Takatsuma et al. (JPO 2001 190299A) in view of Tazoe et al. 
(US 6,309,852 B1). 

The teachings of Takatsuma etal. were discussed above. 

Takatsuma et al. does not teach wherein ATP-hexokinase and ADP-hexokinase 
are simultaneously used for the elimination of sugars other than myoinositol in the 
sample, wherein in the samples ATP is reacted with glucose to form ADP and glucose- 
6-phosphate (G-6-P) and reacting the ADP to form AMP and G-6-P. 

Tazoe teaches that the removal of glucose using hexokinase results in the 
unfavorable formation of large quantities of ADP (Column 1, Lines 55-67) and that when 
glucose is eliminated by the use of hexokinase, that unfavorable amounts of ADP are 
formed (Column 1, Lines 59-67), and further teaches that when the enzyme acting on 
the analyte also acts on glucose and the reaction catalyzed by the enzyme is subject to 
influence of the NDP concentration, it is preferred to eliminate glucose using system A 
in which the enzyme is NDP-dependent hexokinase and the coenzyme is NDP 
converted to NMP (Column 6, Lines 23-28). 
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Further, Tazoe et al. definitively teaches the elimination of glucose from a 
reaction through the simultaneous use of NTP-dependent hexokinase to facilitate the 
reaction of glucose and NTP to glucose-6-phosphate and NDP and the reaction of NDP 
with NDP-dependent hexokinase to form NMP (Column 5, Lines 14-22). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the method for quantitatively determining the amount of myo- 
inositol in urine and blood samples and the use of ATP-hexokinase to remove 
interfering glucose as taught by Takatsuma et al. above with the method of eliminating 
glucose interference using two kinds of kinase, one of which being ADP-dependent 
hexokinase as taught by Tazoe et al. in order to remove the possible interference of 
glucose and ADP on the reaction. One of ordinary skill in the art would have been 
motivated to combine the two methods in order to achieve the dual advantages of 
removing glucose interference by two overlapping means and simultaneously removing 
potentially interfering ADP accumulations as taught by Tazoe et al. above. There would 
have been a reasonable expectation of success based upon the fact that both methods 
use hexokinase and teach eliminating glucose interference in the clinical examination of 
markers for glucose intolerance or insulin secretion defect markers. 

Claims 12 and 13 are free of the art but are objected to as being dependent upon 
rejected Claims 1 and 2. 
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No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul C. Martin whose telephone number is 571-272- 
3348. The examiner can normally be reached on M-F 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Paul Martin 
Examiner 
Art Unit 1657 
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SUPERVISORY PATENT EXAMINER 



